STATE COF

DEPARTMENT OF

CHAPTER 100A-1, ADM NI STRATI VE CCODE
CERTI FI CATI ON OF ENVI RONMENTAL TESTI NG LABORATORI ES

100A-1.005 Laboratory Certification Criteri a.

(1) A laboratory certified by the Departnent of

pursuant to this rule nust conply with the consensus standards
adopted at the National Environmental Laboratory Accreditation
Conference (NELAC). The NELAC Constitution, Bylaws, and

St andards, revised as of July 2, 1998, are adopted by reference
into this rule.

(2) STATE SUPPLEMENTAL CRI TERI A:

Specific Authority:

Law | npl enent ed:

Hi story: New

100D-1.006 Certification Requirenents.

(1) An application for certification shall be made in

witing to the Departnent of on Form

, acconpani ed by the application fee listed in Rule

100A-1.017(2). Form ___ , "Application for Accreditation of

Envi ronmental Testing Laboratories under NELAP," _ (revision

date) is also adopted by reference herein.



(2) Not withstanding any other errors or om ssions, an
application is not conpleted until the |laboratory has fulfilled
all of the follow ng requirenents:

(a) The application reviewed by the Departnent of

i ncludes the signed certification of conpliance

by | aborat ory managenent.

(b) Proficiency sanples are successfully analyzed, if
avai |l abl e, froma NELAP-approved proficiency test sanple
provider, for the requested analytes in the applicable sanple
matrix in two out of the latest three testing rounds attenpted.

(c) Awitten Quality Manual has been prepared to include
those NELAC-required elenments relevant to the requested fields of
testing (test methods and anal ytes).

(d) An on-site | aboratory inspection has been conducted
within the last two years for the test nethods and anal ytes for
whi ch the |l aboratory is seeking certification, and any
deficiencies noted have been corrected with a renedial action
pl an and estimated conpl etion date acceptable to the departnent.

(e) Certification fees are paid as required in Rule
100A- 1. 017(3).

(f) The laboratory’s Technical Director or Directors for
the requested fields of testing were found to be qualified
according to Section 4.1.1 of the NELAC Standards, referenced in
Rul e 100A-1. 005(1).

(3) Applications for certification not conpleted within 2

years fromthe date received by the Departnent of

shall expire, and certification shall be denied.



Specific Authority:

Law | npl enent ed:

Hi story: New

100A-1.007 Certification of CQut-of-State Laboratori es.

(1) The Departnent of shal |l certify

an out-of-state |aboratory to perform environnental sanple
anal yses provided that the | aboratory conplies with all the
requirenents in this rule.

(2) An out-of-state |aboratory shall be eligible for
reci procal certification to perform environnmental sanple anal yses
provi ded:

(a) The laboratory is certified by a state recogni zed as a
NELAP Accrediting Authority for those fields of testing in which
the | aboratory is requesting certification pursuant to this rule.

(b) The laboratory submts to the Departnment of

an application on Form , which is

adopt ed herein by reference, copies of the |aboratory's three
nmost recent proficiency test results, and its witten Quality
Manual .

(c) The laboratory submts to the Departnment of

a copy of its nost recent (less than 2 years

ol d) on-site inspection report fromthe Accrediting Authority or
fromthe Accrediting Authority’ s del egated Assessor Body,

together with a current copy of the laboratory's certification



and a listing of the categories, analytes, and test nethods
certified.
(3) If upon review of the docunents listed in section (2)

above the Departnent of det er m nes

that the out-of-state certification programis equivalent to the

requi renents of this rule, the Departnent of

wll not require an on-site survey by its inspectors and
certification shall be granted after the assessed certification
fees are paid.

(4) If upon review of the docunents listed in section (2)

above the Departnent of is unable to

determ ne that the out-of-state certification programis
equi valent to the requirenents of this rule, then the Departnent

of shal | conduct an on-site inspection of the

| aboratory. The | aboratory wll be responsible for the cost of
the on-site inspection. Alternatively, if the laboratory is

| ocated in a state that has a NELAP-approved accrediting
authority, the Departnent shall contact that authority and
request that its designated | aboratory assessors conduct the on-
site inspection.

(5) The Departnent of shal | grant

certification if the results of the inspection verify conpliance
with this rule and after the invoiced certification fees and on-

site inspection expenses are paid.

Specific Authority:

Law | npl enent ed:




Hi story: New

100A-1.008 Proficiency Testing Requirenents.

(1) Laboratories shall bear the cost of any subscription to
a proficiency testing programrequired by the Departnent of

for certification purposes. The Departnent

of shal |l not be charged a fee for the

anal ysis of any perfornmance eval uation sanpl es.
(2) After the laboratory has submtted its application form

or has becone certified by the Departnent of , the

| aboratory nust authorize the approved provider, prior to the
testing round cl osing date of subsequent attenpts, to submt the

proficiency testing results to the Departnent of

concurrently with the submittal of these results to the

| aboratory. Oherw se, the Departnent of shal

refuse to consider the proficiency test results fromthat round
for fulfilling the requirenents of this rule.

(3) Proficiency test sanple results shall be considered
sati sfactory when they are within the acceptance limts
establ i shed by the approved proficiency test sanple provider,
according to one of the scoring options listed in Chapter 2,
Appendi x C of the NELAC Standards, which is referenced in Rule
100A- 1. 005(1) .

Specific Authority:

Law | npl enent ed:




Hi story: New

100A-1.010 On-Site Laboratory Assessnents.

(1) The laboratory shall ensure that its docunented Quality
System anal ytical nmethods, quality control data, proficiency
test data, |aboratory standard operating procedures, and ot her
records needed to verify conpliance with this rule are avail able
for review during the on-site |aboratory inspection. The
| aboratory shall allow the Departnent’s authorized personnel to
exam ne records; observe the | aboratory’s procedures, facilities,
and equi pnent; and interview staff as necessary to determ ne such
conpl i ance.

(2) The laboratory shall submt to the Departnent of

on Form a Plan of Correction for each

deficiency noted during the on-site evaluation. Form :

"Statenment of Deficiencies and Plan of Correction,” _ (revision
date) is herein incorporated by reference.
(3) The Departnent of is authorized to

conduct on-site inspections of the |laboratory at any tine.

Specific Authority:

Law | npl enent ed:

Hi story: New




100A-1. 011 Renewal of Annual Certification.

(1) The Departnent of will renew a

| aboratory’s certification after return of the renewal invoice on

Form and recei pt of the renewal certification fee,

provi ded the | aboratory is maintaining conpliance with this rule

and attests to such conpliance on Form . The Renewal

Attestation of Conpliance, Form , __(revision date) , and

Envi ronnmental Testing Laboratory Renewal Invoice, Form :

__(revision date) , are both herein adopted by reference.

(2) A laboratory’ s certification shall expire on July 1 of
each cal ender year, unless its certification has been renewed.

(3) The Departnent of will mail the

renewal invoices and attestation forns at | east 30 days prior to
July 1. Failure to receive a renewal invoice does not exenpt
| aboratories frompaying the renewal certification fee.

(4) A laboratory whose certification has expired may

reapply for certification in accordance with Rule 100A-1.006(1).

Specific Authority:

Law | npl enent ed:

Hi story: New

100A-1.012 Display of Certificate.

A current Certificate shall be displayed at all tinmes in a

prom nent place in each certified |aboratory where it may be



viewed by the public. Form , __(revision date) , "NELAP

Testing Laboratory Certificate," is adopted by reference herein.

Specific Authority:

Law | npl enent ed:

Hi story: New

100A-1. 013 Contractual Agreenents, Records, and Reports.

(1) SPECI FI C STATE REPORTI NG REQUI REMENTS:

(2) If a laboratory submts a sanple to another |aboratory
facility for analysis, the first |laboratory is responsible for
determ ning that the contracted | aboratory has been certified
pursuant to this rule for the appropriate categories, test
met hods, and anal ytes for which it is being contracted to
perform Records at the | aboratory shall include the sanple

anal ysis reports issued fromeach contracted | aboratory.

Specific Authority:

Law | npl enent ed:

Hi story: New

100A-1. 014 Denial or Revocation of Certification.

(1) The Departnent of is authorized to

deny, suspend, limt, or revoke the certification of any



| aboratory that does not conply with the requirenents in the
NELAC St andards, referenced in Rule 100A-1.005(1), and this rule.
(2) In determning the denial, revocation, suspension or

[imtation, the Departnent of wi || consider

such factors as the gravity of the offense, the danger to the
public of the offense, the intent of the violation, the extent of
the violation, and the proposed correction of the problem

(3) The Departnent of shal | take

agency action in accordance with _ (state regulations)  and

shall afford a person whose substantial interests are affected an
opportunity for an adm nistrative hearing in accordance with

___(state regulations) .

(4) The Department of is authorized

to issue an energency order imedi ately suspending the
certification of a |laboratory when it determ nes that any
condition in the certified | aboratory presents a clear and

present danger to public health and safety.

Specific Authority:

Law | npl enent ed:

Hi story: New

100A-1. 017 Fees.

(1) __ (State regulations)  authorizes the Departnent of

to charge and collect fees for the




eval uation and certification of |aboratories pursuant to this
rul e.

(2) A nonrefundable application fee of _ shal
acconpany each application. Such fee shall be assessed each
subsequent application for additional analytes. The Depart nment

of shall not retain this fee in circunstances

where the application is not processed.
(3) In addition to the application processing fee, each

| aboratory shall pay to the Dapartnent of

the following fees for the initial certification and __ (tine

period)  renewal for each category of certification as foll ows:

(4) The Departnent of shall assess

the expenses it incurs as a result of on-site inspection to the
out-of -state | aboratories, in addition to the application and

certification fees in Subsections (2) and (3) of this section.

Specific Authority:

Law | npl enent ed:

Hi story: New
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